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DETAILED ACTION 

Applicant's election with traverse of Group I, claims 1,2 and 10-12, drawn to 
compound of formula I and the process of making, In the reply filed on 1/12/2006 is 
acknowledged. 

Claims 4-9 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b), as being drawn to a nonelected subject matter. 

Applicant is reminded that upon the cancellation of claims to a non-elected 
invention, the inventorship must be amended in compliance with 37 CFR 1 .48(b) if one 
or more of the curently named inventors is no longer an inventor of at least one claim 
remaining in the application. Any amendment of inventorship must be accompanied by 
a request under 37 CFR 1 .48(b) and by the fee required under 37 CFR 1 .1 7(1). 

The traversal is on the ground(s) that the International Search Authority did not 
make lack of unity of invention and that the restriction requirement did not follow MPEP 
guidelines for a PCT application entering the national stage. This is not found 
persuasive for reasons of record in the restriction requirement. As for applicants' 
traversal, the following apply. 

First of all, contrary to applicants' urging that since the International Search 
Authority did not find lack of unity of the invention, the application entering the national 
stage should not make any restriction requirement, the PCT application entering the 
national stage has to be examined based on the guidelines provided under unity of 
invention in MPEP § 1 .475 which are reproduced below: 
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UNITY OF INVENTION 
§ 1.475 Unity of invention before the International Searching Authority, the International 
Preliminary Examining Authority and during the national stage. 

(a) An international and a national stage application shall relate to one invention only 
or to a group of inventions so linked as to form a single general inventive concept 
("requirement of unity of invention"). Where a group of inventions is claimed in an 
application, the requirement of unity of invention shall be fulfilled only when there is a 
technical relationship among those inventions involving one or more of the same or 
corresponding special technical features. The expression "special technical features" 
shall mean those technical features that define a contribution which each of the claimed 
inventions, considered as a whole, makes over the prior art. 

(b) An international or a national stage application containing claims to different 
categories of invention will be considered to have unity of invention if the claims are 
drawn only to one of the following combinations of categories: 

(1 ) A product and a process specially adapted for the manufacture of said 

product; or 

(2) A product and process of use of said product; or 

(3) A product, a process specially adapted for the manufacture of the said 

product, and a use of the said product; or 

(4) A process and an apparatus or means specifically designed for carrying out 
the said process; or 

(5) A product, a process specially adapted for the manufacture of the said 
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product, and an apparatus or means specifically designed for carrying out 
the said process. 

(c) If an application contains claims to more or less than one of the combinations of 

categories of invention set forth in paragraph (b) of this section, unity of invention 
might not be present. 

(d) If multiple products, processes of manufacture or uses are claimed, the first 
invention of the category first mentioned In the claims of the application and the 
first recited invention of each of the other categories related thereto will be 
considered as the main invention in the claims, see PCT Article 17(3)(a) and § 
1.476(c). 

(e) The detemnination whether a group of inventions is so linked as to form a single 

general inventive concept shall be made without regard to whether the inventions 
are claimed in separate claims or as alternatives within a single claim. 
As can be seen fomn the above, there should be special technical feature to have unity 
of invention. Lack of such special technical feature had been clearly shown in the 
restriction requirement made in the previous office action. To repeat: 

"The inventions listed as Groups I, II, III, IV, V and VI do not relate to a single 
general inventive concept under PCT Rule 13.1 because, under PCT Rule 13.2, they 
lack the same or corresponding special technical features for the following reasons: The 
following apply. 

Where there is lack of unity the requirement for restriction is proper- See MPEP 
803.02. The requirement for unity of invention is two-fold: (1) common utility and (2) 
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sharing a substantial structural feature disclosed as being essential to the utility. Both 
these conditions are to be met with. Instant claims do not meet both these conditions. 

Invention l-IV and V-VI are independent and distinct from each other because 
they are directed to process of making structurally dissimilar compounds that lack 
common core, namely, a pyrimidino core versus benzene core compound, in a mutually 
exclusive species related as final product and intermediate. Thus, the intermediate does 
not share the common utility requirement and the substantial structure essential for 
utility and it is the process for the intermediate is embraced and has bearing on the use. 
Consequently, the groups require separate prior art searches. They can be made and 
used independently. Art which may render obvious or anticipate one of the groups 
would not necessarily do the same for the other group. For example prior art cited in the 
International Search Report and the Information Disclosure Statement may not be 
applicable to all the above groups. Each can support a patent as the compounds of 
each group are capable of being utilized alone not in combination with other members 
listed in the Markush group. 

Invention I, II and III are also distinct and independent. Whereas the invention I 
relates to compound useful for HIV and its process, inventions I and III relate to various 
ways of making the same compound each of which is distinct from each other. A prior 
art which reads on any one of the process may not anticipate or render the other 
processes obvious. Each invention has to be examined separately." 
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As seen, the Group I, claims 1-2 and 10-12 relates to a compound (claims 10- 
120 and a process of making that compound (first recited process claims 1-2) thereby 
meets the requirement of MPEP § 1.475, (b), category 1. 

Claims 3, 4 and 5, which are independent claim relate distinct processes of 
making compound of formula I. Again, they do not share the special technical feature, 
namely common utility and the structural portion required for the said utility as the are 
process claims. If applicants' argument I is based on the formula I as common feature, it 
is clearly an error. A process parameters decides it patentability even though the 
product may be known. OthenA/ise, any process of the compound of formula I can be 
used to rejection other processes, as obvious variant since applicants appears to 
suggest equivalency of the processes based on the formula I. See prior art applied. 

In addition, it should be noted that applicants have conveniently omitted in (c)-(e) 
of MPEP § 1.475, particularly (c ) which states 

(c) If an application contains claims to more or less than one of the combinations of 
categories of invention set forth in paragraph (b) of this section, unity of invention 
might not be present. 
In the instant case, claims 3-5 embrace distinct multiple processes. Since, the first 
recited process, claims 1-2, is incorporated in Group I, it is proper to restrict the claims 
3-5 and 7-8 as distinct inventions. 

As for claims 6 and 9, which are independent, they relate to processes of making 
an intermediate of fomriula II. They, as noted above, do not share the common utility 
and the substantial structural feature essential for the activity namely the triazine core. 
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In addition, they are process claims and again the process parameters (limitations) 
decide their patentability. 

As for applicants' argument citing Annex B Rule 13.2, again it should be noted 
that Group I includes a product and process of making It. The first recited process is 
included in this group (claims 1-2) and clearly meets the Annex B Rule 13.2. The Annex 
B Rule 13.2, is not applicable to Group ll-VI as they either relate to several process of 
making compound of fomnula I (claims 3-5 & 7-8) and process of making compound 
formula II which is an intermediate. 

Finally, applicants have not asserted clearly for record that all the processes of 
claims 3-5 and 7-8 are equivalent because they make the same product. In which case, 
prior art used to reject claims 1-2, can then be applied to claims 3-5 and 7-8. The same 
apply to claims 6 and 9 if applicants were to assert for the record they are equivalent. 
Prior art disclosing a process of making an intemnediate can be applied to these 
processes. 

The requirement is still deemed proper and is therefore made FINAL. 
Claims 1-2 and 10-12 are under examination. 

Information Disclosure Statement 
References cited in the Infonnation Disclosure Statement, filed on 2/8/2005 are 
made of record. 

Claim Rejections • 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1-2 and 10-12 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Guillemont et a!.. WO 03/016306. 

The applied reference has common inventors with the instant application. Based 
upon the earlier effective U.S. filing date of the reference, it constitutes prior art under 
35 U.S.C. 102(e). This rejection under 35 U.S.C. 102(e) might be overcome either by a 
showing under 37 CFR 1.132 that any invention disclosed but not claimed in the 
reference was derived from the inventor of this application and is thus not the invention 
"by another," or by an appropriate showing under 37 CFR 1.131. 

Guillemont et al., teaches several disubstituted amino-pyrimidines for treating 
HIV infection, which include instant compound and the process of making. See pages 1- 
5, formula I and note the definition of various variable groups. Note with these 
definitions of the variable groups compounds taught by Guillemont et al., include instant 
compounds. See pages 5-20 for 19 for various preferred embodiments. See page 18, 
lines 18-28 for the process of making which include instant process. See page 55 for 
intermediate with E-configuration. See compound 1, examples B1 & 81 A, page 67 and 
page 91 Table 3, compound 1 . 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e). (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-2 and 10-12 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Guillemont et al., WO 03/016306. 
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Teachings of Guillemont et al., as discussed in the above 102 rejection is 
incorporated herein. As noted above, Guillemont et al., teaches several disubstituted 
amino-pyrimidlnes for treating HIV infection, which include instant compound and the 
process of making. See pages 1-5, formula I and pages 5-20 for 19 for various preferred 
embodiments. See page 18, lines 18-28 for the process of making which include instant 
process. Note acetonitrile as a solvent is taught therein. See pages 8-9 for N-oxide, 
addition salt and quaternary amines of compound of fomnula I. See page 55 for 
intermediate with E-configuration. See compound 1, examples B1 and B1A, page 67 
and page 91 Table 3, compound 1 . 

Instant claim 2 differs in requiring optionally changing a salt of the final product to 
free abase or free base to a salt or making N-oxide or quaternary amines. 

Guillemont et al., as noted above in pages 8-9 clearly teaches these as part of 
the invention and also teaches equivalency of the exemplified compounds (Tablel, 
Table 2 and & Table 3) with those generically recited. 

Thus it would have been obvious to one having ordinary skill in the art at the time 
of the invention was made to make pyrimidine compounds including their salts, N-oxide 
and quaternary amine using the teachings of Guillemont et al and expect resulting 
compounds to possess the uses taught by the art in view of the equivalency teaching 
outline above. 

Double Patenting 

A rejection based on double patenting of the "same invention" type finds its 
support in the language of 35 U.S.C. 101 which states that "whoever invents or 
discovers any new and useful process ... may obtain a patent therefor ..." (Emphasis 
added). Thus, the tenn "same invention," in this context, means an invention drawn to 
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identical subject matter. See Miller v. Eagle Mfg. Co., 151 U.S. 186 (1894); In re 
Ockert, 245 F.2d 467, 1 14 USPQ 330 (CCPA 1957); and In re Vogel, 422 F.2d 438, 164 
USPQ 619 (CCPA 1970). 

A statutory type (35 U.S.C. 101) double patenting rejection can be overcome by 
canceling or amending the conflicting claims so they are no longer coextensive in 
scope. The filing of a terminal disclaimer cannot overcome a double patenting rejection 
based upon 35 U.S.C. 101. 

Claims 11 and 12 provisionally rejected under 35 U.S.C. 101 as claiming the 

same invention as that of claims 53 and 56 of copending Application No. 10/485,636. 

This is a provisional double patenting rejection since the conflicting claims have not In 

fact been patented. 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman. 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887. 225 USPQ 645 (Fed. Cir. 
1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438. 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1 .321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

Claim 1 1 is provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 54, 55 and 57 of copending 
Application No. 10/485,636. Although the conflicting claims are not Identical, they are 



Application/Control Number: 10/523.753 Page 12 

Art Unit: 1624 

not patentably distinct from each other because the subject matter embraced in claim 
11 is also embraced in claims 54, 55 and 57 of copending application. See also 102/103 
rejections for exact overlap of subject matter 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Conclusion 

Any inquiry concerning this communication from the examiner should be 
addressed to Venkataraman Balasubramanian (Bala) whose telephone number is (571) 
272-0662. The examiner can normally be reached on Monday through Thursday from 
8.00 AM to 6.00 PM. 

The Supervisory Patent Examiner (SPE) of the art unit 1624 is James O. Wilson, 
whose telephone number is 571-272-0661. The fax phone number for the organization 
where this application or proceeding is assigned (571) 273-8300. 

Any Inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (571) 272- 
1600. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAG. Status 
infonnation for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
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have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-2 17-9197 (toll-free). 

Venkataraman Balasubramanian 
3/17/2006 



